
|> T knTFn S-r^TES ir-T— ■ ^ TRADEMARK 



OmOE " UNITED WW. ^^BT^^ COMMLULE 

Washington, D.C. 20231 
www.u0pto.gov j/ 



0n6/1 8/2002 



Suite 1600 ■ 
4365 Executive Drive > 
San Diego, CA 92121 ' 



RAMIREZ- DELIA M 



ART UNIT 



PAPER NUMBER 



1652 

DATE MAILED: 06/18/2002 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 
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"TsHORTeL STATUTORY PERIOD F OR REPLY » SET TO EXPIRE , MONTH(S) F ROM 

THE MAILING DATE OF THIS C p MM . U 0 N | 5 A ^° R N 1 - 13 6(a) In noevent, however, may a reply be time* filed 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

m Responsive to communication(s) filed on 29Margh2Q02 . 
r-i i* • ciMAi 2MI53 This action is non-final. 

Disposition of Claims 

Claim(s) 1 -92 is/are pending in the application. 

; a , « *w.) r*™«™<*»* *«• » iwra ™ n ,rom cons,dera,,on ' 

5) D Claim(s) is/are allowed. 

6) 8 Claim(s) M.8B and 87 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim{s ) are subject to restriction and/or election requirement. 

Application Papers 

Q\M The specification is objected to by the Examiner. 

1 1 )□ The proposed drawing correction filed on is. a)U approve 

If approved, corrected drawings are required in reply to this Office action. 
12)D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

""o ^ is made o, a claim ,0, fore* priority under 35 U.S.C. 1 ,19<a M d> or (0. 

a)dAII b)D Some*c)D None of: 

, □ Certified copies of the priority documents nave been rece,ved. 

2 □ Certified copies of the priority documents have been received in Application No . 

"pies o, the cer.ir.ed copies of the priority e^e„ revived in H. Na,onal S,a 9 e 

14)D TZZ«* ^ made o, a claim for domes, priority under 35 U.S.C. , 1 ,*, <» . P— a P pl,ca„on,. 

a) □ The transit of the foreign language provisional «M> ta ^ 
15® Acknowledgment is made of a claim for domestic pnonty under 35 U.S.C. §§ 120 and/or 
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Application/Control Number: 09/886,400 
Art Unit: 1652 

DETAILED ACTION 
Status of the Application 

Claims 1-92 are pending. 

polypeptide of SEQ n, NO: 4 and a preparation comprising said polypeptide, in Paper No. 9, 
fi ,ed on 3/29/2002 is acknowledged. Because appiican. did no. distinct* and specific* pen, 

without traverse (MPEP § 818.03(a)). 

Claims 1-23, 36-63, 65-85, 88-92 are withdrawn from further consideration by the 
Examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Inventorship 

m view of the papers filed on 3/.8/2002, i, has been foundthat this nonprovisional 
app.ica.ion, as filed, through error and without deceptive intent, improperly set forth the 
inventorship, and accordingly, .his application has been corrected in comp.iancc wi.h 37 
CFR ! .48(a). The —hip of this application has been changed by .he addition of inventors 

Jay M. Short and Eric J. Mathur. 

The application will be forwarded to the Office of Initial Paten. Examination (OffE) for 

reflect the inventorship as corrected. 
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Specification 

, Theuseof.he—.cshasbeenno.edtafl.isappUca.ion. See for example, 
"STRATAGENE", "BECKMAN", etc. in pages 71-72. They should be capitalized wherever it 
appears and be accompanied by the generic terminology. 

, „ w he resDected and every effort made to prevent their use in any manner 
nature of the marks should be respected anu cv j 

which might adversely affect their validity as trademarks. 

2 The title of the invention is no, descriptive. A new titie is reared mat is clearly 
md icativeof,he invention to which the claims aredirected. The following title is suggested: 
■^coccus aicalipmus enzymes having a-galactosidase activity and methods of use 

thereof. 



Priority 

3 Acknow.ed^tismadeofaCaimfordomesticpriorifyunderBSU.S.C.nOormto 
9/28/1999, and US application No. 08/613,220 filed on 3/8/1996. 



Drawings 

reviewed and are objected under 37 CFR 1.84 or 1.152. See 
Review. Applicant is required to submit the 



4. The drawings have been 
attached Notice of Draftsperson's Patent Drawing 

, period set in the attached Office communication. See 37 



drawing corrections within the time ] 



CFR 1.85(a). Failure to take corrective 



action within the set period will result in 
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if amendments to the specification are needed 
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ABANDOMENT of the application. In addition, 
being prosecuted to expedite the processing of the application. 



IS 



Claim Objections 

5 a ai ra s24-34,64and86-87objec.ed«ohecausetheydependonanon-e.ectedclaims. I. 
is jested that Applicants include the limitations of the non-elected Cairns in the instant 
claims. For examination purposes, the claims will be interpreted as having the limitations of the 
,-elected claims. Appropriate correction is required. 



non- 



Claim Rejections - 35 USC§U2, Second Paragraph 



The following is a 



quotation of the second paragraph of 35 U.S.C. 112: 



Ilject Ltter which the apphcant regards as h» "went.cn. 

6 claims 24-35, 64 and 86-87^^ 

indefmitefor^^ 
applicant regards as the invention. 

7 . Claims 24 and 35 are indefinite in the recitation of "substantially identical" for the 

"substantially identical" is defined in the specification (page 
identity", said term is also defined within the 



following reasons. While the term ' 



9 lines 10-17) as meaning "at least 50% sequence : 
contextofpol^ 



substitutions, deletions, or insertions' 



(page 9, lines 19-23). For examination purposes, the term 
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required. 

8 Cairns 24-35, 64, and 86-87 is indefinite in the recitation o t -polypeptide of clauns 22 or 
2T or "polypeptide of claims ,7 or 25" or "poiypeptide of claim .» as it is confusing since 
Cairns 1 17, 22, and 23 recite "polynucleotides" For examination purposes, the claims have 

1, 17, 22, or 23. 

9 Claims 25-34 are indefinite in the recitation of »#% homoiogy" as i, ,s unciear which 
poiypeptide property, such as fcnction, science, etc is »sed to determine "homology" « , 

a "&% hnmoloev" will be interpreted as "#% 
is required. For examination purposes, the term #/o homology 

sequence homology". 

^ "Qt ipa^t about" will be interpreted as 
Correction is required. For examination purposes, the term at least about 

"at least". 

„ C.aim35 is indefinite in the recitation of "polypeptide having a sequence as se, forthm 
SEQ ID NO- 4 ^sequences substantially identical thereto" as i, is unclear how apo.ypeptide 
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Correction rs reared. For ex— purpose, the ten* "and seances 

identical thereto" wil, be interpreted as "or a sequence a, teas, 50% identica, thereto". 

„ Claim 64 is indefinite in the recitation of "which is st^heA is he*^ and 

!aBMBr ^ahout60de^ees,o " for the following reasons. The terms "stab* 

t0 heat" and "heat resistant" are reiative terms not defined by the claim, the specification does 
no , provide a standard for ascertain the reonisite degree, and one of ordinary skill in the art 
would no, he reasonably apprised of <he scope of ,he invention. For examination purposes, the 
terms "stable ,o hea," and "hea, resis,a„t» will be given no patentable weigh, as ,hey are 
undefined. The ,erm "temperatures of fronr abou," is redundan, and contain, B is suggested 
mat the term "temperatures of from about" be replaced with more clear and unambiguous 
Unguage, such as "temperatures of 60 degrees to ..." Correction is required. 

Claim Re)ections -35USC§112, First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

Semplated by ttemv«torof carrying outhis invention. 

subj ec, matter which was no, described in me spec.fica.ion in such a way as ,o reasonably 

had possession of the claimed invention. 

Claims 24-34 and 86-87 are directed ,o genera of polypeptides of any function wherein 
^polypeptides (1) comprise a. leas, .0 consecutive amino acids of the polypeptide of SEQfD 
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NO .4o r ( 2 ) 1 .avea» m inoac Ms ec,uencew hi c h i S aUeas t5 0« 5 %iden« i caHo th a«o f SBQ 
( S EQro NO : 4,Acoo* gtot he S pec ifi oa ti o„,thepo ly p=p ti deo f SE Q] DNO ; 4 h asa. 

c omp ri sm g aUeastlOconsec U , i ve Mta oac WS o ffll epo ly pep«eo fSE Qn 3 NO:4o r 

■ -a t least 50-95% identical to that of SEQ ID NO: 4. 

polypeptides having an ammo acid sequence at least 50 

Koinfotmationheyondthedisclosu.ofSEQmNO^andi^ctionhasheenptovideahy 

SEQ ID NO: 3 or (2) any of the variants of SEQ ID NO: 4 as encompassed by the claims, should 
^^^^^■^^^•^^'"^^^ 

temperatures of60°C to 105 °C. 

^l.onec.arguethat^ctioncanbcmfWbysequcncecomparisonwitha.nown 

p.oteinof.cnownlunction.thesuteoftheartteachesthatsmallaminoacidchansescan 
^ticaUychansed.efnncnonofapo.ypcptide. Bo* (Genome Resea* 10:34S-« 
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ly^hotnolosy -- — 

— BtonnetaUScience^lS-B!^ 

^«^-^^--^---«- d -• ,M,,,,,, " ,, "' 

Many functionally unrelated polypeptides aie encompassed within the scope of these claims. 

possession of me claimed invention a, the time the instant application was filed. 
M C,aims24-35,64a„dS6- 8 7a r e rej ected„ndet3 5 U,.C.n2, fil stpa t a g taph,heca.e 

,^0)-*— --»'^-"- ,a,,,fi " ,, * ,,,,,fc f 

roN o.4 P ,wh i chhaveanannnoacidse q ne„cewhichisa,,ast 5 0 % . 95 r. I denfica,,oU 1 a,„f 
S.^KO^oranypo.ypeptidecomp.sinslO—ve amino acids of SEQ H, NO: 4, or 

,cmpe r atu r esof60-C,ol05«C.Thespecif 1 c,.ondoesnotena b ,eanype I so„s k i,,edin.hea rt 
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commensurate in scope with these claims. 

Thecri.eriafo.^eexperimentation.s— i» re ^^,S,USPQ2„d 1 400 

unpredictability of the art, and 8) the breath of the claims. 

The scope of claims 24-35, 64 and 86-87 is no. commensurate with the enablement 
provided by the disclosure with regard to the extreme* large number of polypeptides 

claims has been provided. The specification does no, provide any information as to whrch 
p„, yl ,uc,eo.ideofSEQn 5 NO:3or( 2 ) m yof tt .evariantsofS E Qn 3 NO:4asenc„mpassed 

si) en, in regard to the enzyme, stability to hea, and its abihty to renature and regain activ^y 

after exposure to temperatures of 60 °C to 105 °C. 

As indicated previously, the current state of the art indicates mat small amino acid 

change, candrasucahychangethe.nc.ionofapolypeptide. See, for cample, the teachings of 
Van de Loo e, al. (Proc. Nat, Acad. Sci. 92:6743-6747, 1995) and Broun e, al. (Sconce 
282 1315-1317, 1998), already discussed. The amino acid sequence of the polypeptide 
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^ its stnrctura, and functional parties, therefore, one of ski., in the ar, would require 
some — ge and guidance as , how — is related .0 function in order .0 (1) deterge 
the function of a polypeptide which comprise a. .east 10 consecutive amino acids of the 
polypeptide of SEQ ID NO: 4, or which have an amino acid sequence which is a. least 50%- 
95% identical to that of SEQ ID NO: 4, or (2) isolate polypeptides having «-ga.ac<osidase 
activity which are encoded by a nucleic acid comprising a nucleotide sequence of a. leas. 50% 
sequence identity to SEQ ID NO: 3 wherein the polypeptide is stable to heat, catalyses the 
hydrolysis of saccharides, and is able to regain activity after exposure .0 temperatures of 60 -C to 
,05 "C. Therefore, due .0 the lack of relevant examples, the amount of information provided, the 
,ack of knowledge about the critical structural elements required to maintain the desired function, 
ft. lack of information provided in regard .0 the enzyme's stability to heat, artd the 
unpredictability of the prior art in regard .0 function based on homology, one of ordinary skill in 
,he art would have to go through the burden of undue experimentation in order ,0 screen and 
isolate those polypeptides, as encompassed by the claim, with a-galactosidase activity, heat 
stable, capable of hydrolyzing saccharides, or ab!e .0 renature and regain activity after exposure 
,„ temperatures of 60-105 °C. Thus, Applicant has no. provided sufficient guidance to enable 
one of ordinary skill in the art .0 make and use the invention in a manner reasonably correlated 
with the scope of the claims. 



Claim Rejections - 35 USC § 102 
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,5 CUm. 24-35 arrd 64 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kawarabayasi e, a,. (FK accession number E7U44, August 14, ,998). Kawarabayasi et a.. 
Ieach es .Pyrococa* kortostU polypeptide which is m. sequence " to the po.ypept.de 
of SEQ ID NO: 4. Also, the polypeptide of Kawarabayasi et a., comprises severa, fragments of 
, o or more consecutive amino acids which are ,00% seouence identical to fragments of the 
polypeptide of SEQ ID NO: 4. In addition, the science identity was determined by a seauence 

comparison algorithm. 

Cairns 24-35 and 64 are directed to polypeptides having 50%-95% sequence homology 
,„ the polypeptide of SEQ ID NO: 4 or ,„ a polypeptide comprising a, ,eas, ,0 amino acids of 
the polypeptide of SEQ ID NO: 4. Pyococcus Hor*osM is a thermophile, therefore a protem 
derived from this organism would be inherently thermostab.e. Since the office does no, have a 

peptide of Kawarabayasi e, al. is no, thermostable. See „ re Best, ,95 USPQ 430, 433 
(CCPA ,977); In re Marosi, 218 USPQ 289, 292-293 (Fed. Cir. ,983); m re Fitzgerald et a,., 205 
USPQ 594 (CCPA 1980). Therefore, me polypeptide of Kawarabayasi e, al. anticipates me 

claims as written. 

16 . „ should be need ma, Apphcanfs priority clahn ,o non-provisiona, US application No. 
09,619,032, 09/407,806 and 08/6,3,220 is no, applicable ,0 ,he instan, claims since SEQ ID 
NO: 4 has no, been disclosed in the parent applications. 
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Claim Rejections - 35 USC § 103 

* ~f ^ t T S C 103(a) which forms the basis for all 
17. The following is a quotation of 35 U.S.L. i^W 

obviousness rejections set forth in this Office action: 

(a) Apatentma y notbeobta^^^^ 

Scto S of L title, if the deferences between ^^^Z ne Mention was made to a person 
manner in which the invention was made. 

„ This app.ica.ion currently names joint — . In considering patentability of the 
e V i d eneeto,econ W .Ap P Hcantisaavise d o f .Kco H i g a«ionunae r 37C FR1 ,6topointo„, 

andpotential35U.S.C. 1 02(e),(f) or (g) prior art under 35 U.S.C. 103(a). 

„ Claims 86-87 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

dry preparation containing the polypeptide. 

Claims 86-87 are directed to dry or liquid enzyme preparations comprising a polypeptide 

comprising at least 10 consecutive amino acids of SEQ ID NO: 4. 

was made to make a dry or liquid preparation with the polypeptide of Kawarabayasi et al. A 
person of ordinary skill in the artis motivated to make dry or liquid preparations of aprotem 
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invention was made. 

DaiiMe Patenting 

20 The nonstatutory double . patenting rejection 

grounded in public policy (a pohcy reflec ed m fl>es«t ute) s P^ ^ to ^ b)e 

Lroper timewise extension of the "right o exclude ; & ant y ^ 2 9 USPQ2d 2010 (Fed 

Sssment by multiple ^ 1985); ;„ re Kan Om», 686 

Cir. 1993); /« ™ %7^*K^S£b2 F.2d 438, 164 USPQ 619 (CCPA 
F.2d 937, 214 USPQ 761 (CCPA 1982), A re v g ^ ^ 

plication. See 37 CFR 1.130(b). ^ rf record sign a terminal 

CFR 3.73(b). 

21 C lair 0 s24-35,64a„d86-87arere j ec,edunder,be j ndicia 1 lycrea.eddoc tti neof 

^^^^^^^^^ 

5 , 58 75. AW^a.^^"^^^"^^ ^ 

^ta - ( * fc «.«-*.---«- 1 - ,5 • mS • M,,,,fcW * 7,I " 

d i r ec,ed,oapo,y P ep«ehavi ng ase q uencew 1 nchis84 % idennca,,o SEQ ID NO: 4 of the 

^^ fc ^^««~* W * HI,,,,,,, - ,,,,,,, 
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„o f a, 1 ea S U0eo nS ec*e amta o^„Hc hareM e nte no th o S eo f S EQIDN O, 
^an.appUcaUo, C-**-« — — — " 

^^^^^^^^^ 

5 958 751 are not patentably distinct. 

M ' Cain, 24-35, 64 a*d 86-87 are pre— y rejected under the JudiciaUy created 
^tnneoto^e^^^ 

sequenC ew hi e h i S 84 %i de„.icaH0 SEQ,DH0..4o ft He taSt a„ t appUc a uo n . —..he 

pc ^ rf ^i^*^•-^ ,,, - ,, ** -,S,, ' ,,,,, 
^^-^-^•.~-« m ~ 4 - tai - ,,,t, ""' -ta 

, > a f cfo TD NO- 4 (2) to a polypeptide comprising at 
sequence homology to (1) the polypeptide of SEQ ID NO. 4, U 

, <a f wo TD NO- 4 or (3) the polypeptide encoded by a 
least 10 amino acids of the polypeptide of SEQ ID NO. 4, I 

p- ^ rf -.-»*.«--«-*'' SEQ ID NO: 3. C,a taS 86,7 o f the 
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.aimsoffcems,,,. appac a Uo n a n a th o S eo t cop„ dfa8 ApP«c*nNo.0»a Kn o t 
patentably distinct. 

claims have not in fact been patented. 

h aving ,00% stance homology to ft. polypeptide of SEQ ID NO: 4. Since ftese 

,0,112,357, ,o,m,4,8, >o,n2,442, ,om4,o83, « u«*»i. 

10 /n6,606, 10/112,377 and the ins.an. appbcation, doub.epa.ennngwiUno.be eons.de.das 
new ground(s) of rejection. 

25 Applicant are advised <ha< shouid claim 25 be found allowable, claim 24 wil, be 
0 ^^37CPR1.7 5 -b^.^^^ Wte ' , " C,,ta,i,, - 

asbeingasubs.anUaldupiioa.eof.heaHowedc.ann. See MPEP , 706.030c). ma— 
ca ,,c,aim25isme r e, y rec^^^ 

interpretation of claim 24 above) from specification in to claim. 
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Conclusion 

26. No claim is in condition for allowance. 

27. Applicants are requested to submit a clean copy of the pending claims (including 
amendments, if any) in future written communications to aid in the examination of this 
application. 

28. Certain papers related to this application may be submitted to Ar, Unit 1652 by facsimile 
transmission. The FAX number is (703) 308-4556. The faxing of such papers must conform with 
the noticespublished in the Official Gazette, 1156 OG 61 (November ,6, 1993) and 1157 OG 94 
(December 28, 1993) (see 37 CFR 1.6(d)). NOTE-. If Applicant submits a paper by FAX, the 
origmal copy should be retained by Applicant or Applicant's representative. NO DUPLICATE 
COPIES SHOULD BE SUBMITTED, so as to avoid the processing of duplicate papers in the 
Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Delia M. Ramirez whose telephone number is (703) 306-0288. 
The examiner can normally be reached on Monday-Friday from 8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Ponnathapura Achutarnnrthy can be reached on (703) 308-3804. Any inquiry of 
a general nature or relating to the status of this application or proceeding shou,d be directed to 
the receptionist whose telephone number is (703) 308-0196. 

^^ifp^^ 7 Delia M. Ramirez, Ph.D. 
pMIAHV EXAMINER Patent Examiner 

6MUP4W Art Unit 1652 

><Si> 



